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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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Claim Objections 

Claims 2-4 are objected to under 37 CFR 1 .75(c), as being of improper 
dependent form for failing to further limit the subject matter of a previous claim. 
Applicant is required to cancel the claim(s), or amend the claim(s) to place the claim(s) 
in proper dependent form, or rewrite the claim(s) in independent form. As for claim 2, 
the coating is said to comprise these two materials in claim 1 . There is no indication of 
multiple coating layers hence it can only be assumed that the two polymers are in 
admixture. Claim 3 is not further limiting because claim 1 provided no indication of 
multilayer construction. Claim 4 is considered not further limiting simply because 
silicone and polysiloxane are essentially equivalent expressions. That is, "polysiloxane" 
connotes nothing more than is already indicated by the term "silicone". 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-9 and 14-15 rejected under 35 U.S.C. 102(b) as being anticipated by 
Kelley, U.S. patent # 6,071 ,266 and the product information sheet for Dow Corning 
MB50-002. Kelley discloses lubricious medical devices (abstract) having a plurality of 
coating layers wherein the first layer comprises a hydrophobic material such as those 
outlined in column 2, lines 6-9 and a second layer comprising a blend of hydrophobic 
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polymer and hydrophilic polymer. Exemplary blends of hydrophobic and hydrophilic 
polymer are delineated in the Examples. Relevant to the present claims, Applicant also 
contemplates an embodiment wherein one of said exemplary blends of hydrophobic and 
hydrophilic polymer, "Compound E", is extruded with a blend of hydrophobic polymers. 
One such blend of hydrophobic polymers is that of Exact 4003, a polyethylene and 
Silicone MB-50-002 furnished by Dow Corning Corporation. According to a product 
information data sheet and an e-mail correspondence furnished by an employee of Dow 
Corning, Silicone MB-50-002 is a dispersion of high molecular weight 
polydimethylsiloxane in a polyethylene matrix. Concerning claim 7, insofar as Applicant 
has identified polydimethylsiloxane as exemplary of the silicone component, the 
property limitation recited therein is inherently satisfied. The same is true of the 
property limitation set forth in claim 9 given that Applicant advocates using polyethylene 
is the thermoplastic component. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claim 12 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Kelley, U.S. patent # 6,071 ,266 and 
the product information sheet for Dow Corning MB50-002. Kelley refers to an 
"introducer" as an example of a medical device which, in the Examiner's view, seems to 
be another way of labeling a needle. In any case, the identification of coating materials 
to impart lubricity to medical devices has been an ongoing pursuit in the medical 
technology sector and needles are always mentioned as being one device that is 
advantageously coated therefore the limitation of claim 12 is at least obvious. 

Claims 10-11,13, and 16-17 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. Although it is quite possible 
that the polysiloxane component of Dow Corning MB50-002 has hydroxyl terminal 
groups, added attempts to obtain further information concerning this formulation went 
unanswered by the Dow Corning Corporation. As for claims 1 0 and 1 1 , it appears that, 
even if MB50-002 was the dominant component of its mixture with Exact 4003, and this 
mixture, in turn made up a full 80 parts by weight of its mixture with compound "E", the 
final weight contribution of the polysiloxane would still be measurably less than 40 wt.% 
given that the silicone only accounts for 50 wt.% of Dow Corning MB50-002. 

The Examiner saw nothing especially material to the present claims in the 
disclosures of the documents cited by the European Patent Office. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marc S. Zimmer whose telephone number is 571-272- 
1096. The examiner can normally be reached on Monday-Friday 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Randy Gulakowski can be reached on 571-272-1302. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 



